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Contains: FENTANYL ( AS CITRATE )
100/200/400/600/800 mcg
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Fentora is indicated for the treatment of breakthrough pain (BTP) in adults with cancer who are
already receiving maintenance opioid therapy for chronic cancer pain.

BTP is a transitory exacerbation of pain that occurs on a background of otherwise controlled
persistent pain.

Patients receiving maintenance opioid therapy are those who are taking at least 60 mg of oral
morphine daily, at least 25 micrograms of transdermal fentanyl per hour, at least 30 mg of oxycodone
daily, at least 8 mg of oral hydromorphone daily or an equianalgesic dose of another opioid for a week
or longer.
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Tolerance and opioid use disorder (abuse and dependence)
Physical dependence and psychological dependence will develop upon repeated administration
of melds Tolerance may clem elop upon repeated administration of opioids. ¥e¥efm1£‘%phyﬂeal

B-piﬁl-d-&i— Fcntanyl can bc abuscd in a manner sumla1 to Ot]lEI op101ds and all patn:nls treated
with opioids require monitoring for signs of abuse and addiction. Patients at increased risk of
opioid abuse may still be appropriately treated with opioids: however, these patients will require
additional monitoring for signs of misuse. abuse. or addiction.
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4.8 Undesirable effects
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Very common | Common Uncommon Rare Not known
MNervous Dizziness Dryagensia Depressed Cognitive Loss of
system Headache Sommnolence level of dizorder Consciousness
dizorders Letharzy conscionsness | Motor *
Tremor Disturbance in | dysfunction | Comvulsion
Sedation attention
Hypoaesthesia | Balance
Migraine dizorder
Drysarthria
Eye Vizual Abnormal
dizorders disturbance zensation in
Ocular eve
hyperaemia Photopsia
Blurred vizion
Wizual acuity
reduced
Ear and Vertigo
labyrinth Tinnitus
dizorders Ear discomfort
Cardiac Tachycardia Bradycardia
dizorders
Vazcular Hypotension Flushing
dizorders Hypertension Hot flush
Eespiratory. Dryzphioea Eespiratory Eespiratory
thoracie and Phagmeolaryn- | depression arrest®
mediastinal geal pain Sleep apnioea
dizorders svndrome
Gastro- Nausea Constipation Tleus Oral mucosal | Dysphagia
intestinal Vomiting Stomatitis Mouth blistering
dizorders Dy mouth ulceration Dy lip
Diarrhoea Oral
Abdominal bypoassthesia
pain Oral
Gastro- dizcomfort
oesophageal Oral mucosal
reflux dizeaze | discolouration
Stomach Oral zoft tizsue
dizcomfort dizorder
Dyspepsia Glossodynia
Toothache Tongue
blistering
Gangival pain
Tongue
uleeration
Tongue
disorder
Oezophagitis
Chapped lips
Tooth disorder
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